
Division of Cancer Prevention (DCP) IND Studies - Serious Adverse Event (SAE) Reporting Process
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Start

Identify an
SAE

Document SAE on
appropriate paper CRF  &
enter designated SAE data
into the OCRDC system

Forward SAE report
(and f/u data as

needed)  to
Investigator for

review

Receive and
Review SAE

reports (and f/u
data as needed)

Forward SAE reports
(and f/u data as

needed)  to Protocol
Lead Investigator

Review and approve all
SAEs  (& f/u data as

needed) for each
protocol at his/her site

Receive SAE
reports (and f/u
data as needed)

Assist site staff in
the SAE reporting

process
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DRAFT

Requests for additional data/queries/comments can be
sent to the originator and/or reviewer(s) of the SAE by
any subset and at any time during the SAE reporting
process.

* = Consortia Roles

In the future, all the
SAE data will be
entered electronically.
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Sign paper SAE
report (& f/u data

as needed)

Ensure all SAEs are
reported to DCP
(Medical Monitor)

Forward SAE
report  (and follow

up data as needed)
to the Regulatory

Reviewer

Review all SAEs
for each protocol

at his/her site

Review all
SAEs for his/
her protocol

Ensure all SAEs are
reported to the

Consortium Principal
Investigator

Review SAEs
reported by  the
Protocol Chair(s)

Ensure all SAEs are
reported to the DCP

(Medical Monitor) by all
Consortium Organizations

A

Conduct
regulatory review

of the SAE
reports

Request
follow-up data

as required

Evaluate SAE
reports  (& f/u

data as needed)
submitted by sites

Send reviewed
SAE reports to
DCP Medical

Monitor

Receive SAE
report (and follow

up data as
needed)
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Monitor SAE from Consortium
Participating Organizations according to
the Lead Organization Multi-Institutional

Monitoring Plan (MIMP)

Ensure SAE review according
to the Lead Organization Multi-

Institutional Monitoring Plan
(MIMP)

DRAFT

A

Prepare
follow up data

Receive request
for follow up dataA

Requests for additional data/
queries/comments can be sent to
the originator and/or reviewer(s) of
the SAE by any subset and at any
time during the SAE reporting
process.

Receive request
for follow up data

Prepare
follow up dataA
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Evaluate SAE (and f/
u data as needed)
submitted by the

sites  & Document
assessment

Identify the SAE reports
from the site that DCP
must provide the FDA

with an expedited report

Consult with Medical
Monitors to evaluate if

the SAE requires
expedited reporting to

the FDA

Request
follow up data

as needed

Support the
Medical

Monitors in
processing

reports

Receive SAE (and
f/u data as

needed) from
Regulatory
Reviewer

Send SAE reports
to the Regulatory

Reviewer

Receive SAE
reports from the
Medical Monitor

B
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DReceive request

for follow up data

Notify Site
Coordinator

regarding the
request for

follow-up data

DRAFT

Requests for additional data/queries/comments can be
sent to the originator and/or reviewer(s) of the SAE by
any subset and at any time during the SAE reporting
process.

Receive & Review  SAE
Report(s) according to

local IRB SOPs

Submit SAE report  to
local IRB (according to
local IRB SOPs) after

Medical Monitor
Assessment

Receive
notification

regarding the
request for follow-

up data

Prepare
follow-up data
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Prepare alert letters
and distributes the

letters to appropriate
personnel within the

appropriate timeframe

Review Expedited
Reports & IND

Reports to be sent to
the FDA

Receive Expedited
Reports and IND
Safety Reports

Receive Expedited
Reports,  IND Safety

Reports & Annual reports
for all IND agents (which
includes SAE/AE reports)

Appropriate Personnel:
*Investigators
*Pharmaceutical Companies
*Other organizations involved
with the investigational agent

Ensure that all SAEs
are appropriately

recorded and
reported within the
required timeframe

Conduct site
audits

Identify any
overlooked

SAE(s) in the
records
audited

Notify sites and
DCP of overlooked
SAE(s) (according

to monitoring
SOPs) Ensure SAE

follow-up
activities are
in place at

the site

D
Require

Expedited
Report to the

FDA?

Prepare
Expedited

Report for the
FDA

Prepare IND Safety
Reports & annual reports
for all IND agents (which
includes SAE/AE reports)

Receive Expedited
Reports and IND
Safety Reports

Review Expedited
Reports & IND

Reports to be sent to
the FDA

YES

NO

Send to the Medical
Monitor and DCP

Regulatory Affairs &
Safety Staff for

review

DRAFT
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Requests for additional data/queries/comments can be
sent to the originator and/or reviewer(s) of the SAE by
any subset and at any time during the SAE reporting
process.

Sign and Send
Expedited

Reports & IND
Reports to the

FDA
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E
Receive notification
of overlooked SAE
that needs to be

reported

Document SAE on
appropriate paper CRF
& enter designated SAE

data into the OCRDC
system
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Requests for additional data/queries/comments can be
sent to the originator and/or reviewer(s) of the SAE by
any subset and at any time during the SAE reporting
process.

In the future, all the
SAE data will be
entered electronically.

* = Consortia Role


